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DETAILED ACTION 
Status of the Application 



Receipt of the Change of Correspondence Address, the Amendment and Applicant's 
Arguments/Remarks, all filed 09/15/04 is acknowledged. 

Claims 1-6, 8-31 and 60-63 are pending. Claim 1 has been amended. Claim 7 has been 
cancelled. New claims 60-63 have been added. Claims 32-59 have previously been withdrawn. 
Claims 1-6, 8-31 and 60-63 are rejected. 



Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 
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Claims 1-5, 8-19 and 21-31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Arm et al. (WO 93/20859). 

Arm et ah teach implants and prosthetic devices having an outer surface coated with 
biodegradable polymeric films, which comprise polylactic acid/polyglycolic acid copolymers, 
therapeutically effective amounts of growth factors, active agents and carriers, wherein the 
polymeric films have a preferred thicknesses of less than about 50 microns. The films may be 
affixed to the outer surface of the implant or prosthetic device, which include a screw, pin, plate, 
rod or artificial joint component. The films and rods are therapeutically useful for promoting 
tissue growth and repair, particularly for enhancing repair of bone fractures (see page 3 line 32 
through page 7, line 10) and abstract and claims. 

According to Arm, degradation of the film and consequent release of growth factors 
therefrom can be modulated by adjusting such film parameters as molecular weight, copolymer 
structure, copolymer ratio and thickness. In general, the film will be formulated using a 
copolymer having a molecular weight between 10,000 and 200,000 Daltons. Film thicknesses of 
less than about 50 microns are preferred. Figure 1 illustrates a 40-50 micron film of PLA/PGA 
random copolymer of approximately 100,000 molecular weight (page 6, line 28 through page 7, 
line 5). 

Suitable polypeptide growth factors include PDGF, TGF-alpha, TGF-beta, IGF-I, bFGF, 
aFGF, EGF and the like. Growth factors may be used singly or in combination with one another 
(page 7, line 6-17). Suitable biodegradable polyester films include polylactic acid, polyglycolic 
acid, polydioxanone or polylactic acid/polyglycolic acid copolymer films (page 5, lines 10-19). 
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In addition to the copolymers, growth factors and carriers, the biodegradable films may 
include other active or inert components. Of particular interest are those agents that promote 
tissue growth or infiltration. Agents that promote bone growth, such as morphogenic proteins, 
osteogenin and NaF, for example can be included (page 11, line 32 through page 12, line 4). 

Regarding the amount of polymer employed per ml of solvent, Arm in Example 1, page 
15, demonstrates the teaching of polylactic acid and polylactic acid-polyglycolic acid films that 
were solvent cast by dissolving approximately 340 mg of polymer granules in 10 ml of 
chloroform at room temperature and allowing the solvent to evaporate completely in an air hood. 

With respect to the instant percentages (0.1-10%) and instant combinations of growth 
factor, it appears that the amounts taught by Arm (0.0375 and 1.5 micrograms per mg of 
copolymer - pg 12, lines 13-24) fall within the applicant's claimed ranges. Furthermore, one of 
ordinary skill in the art could determine suitable ranges through routine or manipulative 
experimentation to obtain the best possible results. There is no criticality seen in the amounts of 
growth factor employed since Arm explicitly teaches similar amounts for a similarly intended 
purpose. Furthermore, there is no criticality seen in the particular combination of growth factors, 
since Arm clearly suggests at page 7, lines 8-10, that the growth factors may be used singly or in 
combination. One of ordinary skill would select a suitable growth factor or a combination of 
growth factors, based on the intended purpose at hand. 

Claims 60-63 are rejected under 35 U.S.C 103(a) as being unpatentable over Arm et 
al. (WO 93/20859) in view of Bates etal (US Pat. No. 6,530,951 Bl). 
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Arm et al, as delineated above, teach implants and prosthetic devices having an outer 
surface coated with biodegradable polymeric films, which comprise polylactic acid/polyglycolic 
acid copolymers, therapeutically effective amounts of growth factors, active agents and carriers, 
wherein the polymeric films have a preferred thicknesses of less than about 50 microns. The 
films may be affixed to the outer surface of the implant or prosthetic device, which include a 
screw, pin, plate, rod or artificial joint component. The films and rods are therapeutically useful 
for promoting tissue growth and repair, particularly for enhancing repair of bone fractures (see 
page 3 line 32 through page 7, line 10) and abstract and claims. 

Arm et al do not teach a base material that is not biodegradable. 

Bates et al teach an implantable medical device comprising a base material that may be 
either biodegradable or non-biodegradable. The base material can be at least one of stainless 
steel, titanium, gold, platinum, silver or another biocompatible metal, or alloys of any of these 
(see reference column 9, lines 30-58). 

It would have been obvious to one of ordinary skill in the art to employ either the 
biodegradable or non-biodegradable implant base materials of Bates et al within the implant of 
Arm et al if the intended purpose was to obtain base materials that alter their physiochemical 
states {i.e., biodegradable) or those base materials that do not alter their physiochemical states 
{i.e., non-biodegradable). The expected result would be an effective implant for the treatment of 
various medical conditions. 
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Claims 1, 2, 4, 5, 8-10 and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Eitenmuller et ah (US Pat No. 4,610,692). 

Eitenmuller et al. teach an implant for filling bone cavities and fixing bone fragments in a 
living body comprising at least one coating of predetermined thickness, about 4 microns to about 
30 microns, of a biodegradable substance selected from at least one of polymethacrylate, 
polylactide, polydextran and cellulose-based substances, wherein the implant also comprises at 
least one therapeutically active ingredient (see reference column 3, line 10 through col. 4, line 
36); (col. 6, lines 14-25); (col. 7, lines 23-44); and claims. 

Claims 1-6, 8-12 and 20 are rejected under 35 U.S.C, 103(a) as being unpatentable 
over Healy et al (US Pat No. 5,670,161). 

Healy teach an expandable, biodegradable stent for use within a body lumen comprising a 
hollow tube made from a copolymer of L-lactide and caprolactone, wherein the stent 
incorporates surface coatings or thin films having a thickness of about 25 microns and whereby 
suitable polymers include polyethylene glycol, polyvinyl alcohol, polyvinyl pyrrolidone, 
polymethacrylic acid and polyacrylamide that are blended and copolymerized with 
biodegradable materials. The film may coat only surfaces of the stent or may extend over the 
micro-machined perforations in the stent. The stent may also desirably incorporate one or more 
drugs, growth factors and inhibitors (see reference column 5, lines 27-60); (col. 10, lines 10-48); 
and claims. 



Application/Control Number: 09/801 ,752 Page 7 

Art Unit: 1615 

Response to Arguments 
Applicant's arguments filed 09/15/04 have been fully considered but they are not 
persuasive. 

Firstly, Applicant argued regarding the rejection of claims 1-5, 7-19 and 21-31 under 35 
U.S.C. § 103(a) over Arm et al. stating, "The Arm PCT Application is directed to a biodegradable 
film which can be affixed to an implantable or prosthetic device. The Arm application does not 
expressly describe what is meant by 'affixed'. Arm does not teach or suggest an implant coated 
with a varnish- like polymer, let alone a polymer that forms an adhesive bond to the surface of the 
implant. Arm teaches implants that are wrapped by a preformed film." 

These arguments have been fully considered, but were not found to be persuasive. Arm 
teaches an implant wherein the biodegradable film is affixed to the outer surface of the implant 
(see pg. 4, lines 12-25). Applicants' argument that Arm does not teach a varnish-like polymer is 
unpersuasive since Arm teaches the same polymeric films, such as those desired by Applicants, 
such as polylactic acid, polyglycolic acid and the like. Applicant's attempt to distinguish over 
the polymers by utilizing the term 'varnish-like', however, the polymers taught by Arm and 
those instantly claimed are, in essence, the same polymers, regardless of the term used. 
Applicant's argument that Arm 'do not teach a polymer that forms an adhesive bond to the 
surface of the implant' is also not persuasive because Arm explicitly teaches that the films are 
'affixed' to the implant. The term "affixed" as defined in Merriam Webster's Collegiate 
Dictionary (l(f h ed.), is defined as "to attach physically (i.e., a stamp to a letter). Therefore, the 
affixation of the polymeric film to the implant in Arm, would be considered as being attached 
with sufficient strength to form a bond, whether chemical or physical. Applicants have not 
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demonstrated any significant distinction between the 'adhesive bond' instantly claimed and the 
affixation taught by the prior art. The prior art clearly teaches and acknowledges implants 
comprising films, such as those claimed that are physically affixed to the surfaces of the implant. 

Secondly, Applicant argued regarding the rejection of claims 1, 2, 4, 5, 8-10 and 20 under 
35 U.S.C. § 103(a) over Eitenmuller stating, "Eitenmuller does not teach or suggest a coating 
containing a biodegradable polymer, where the biodegradable polymer has a mean molecular 
weight of 100 kDa or less, as recited in amended claim 1." 

This argument has been fully considered, but was not persuasive. Although Eitenmuller 
does not explicitly teach the instantly claimed mean molecular weight, the Examiner points out 
that, generally, differences in molecular weights, will not support the patentability of subject 
matter encompassed by the prior art unless there is evidence indicating such molecular weight is 
critical. Where the general conditions of a claim are disclosed in the prior art, it is not inventive 
to discover the optimum or workable ranges by routine experimentation. In re Aller, 220 F.2d 
454, 456, 105 USPQ 233, 235 (CCPA 1955). Eitenmuller teach an implant comprising a 
predetermined thickness coating and teach various biodegradable substances and therapeutically 
active ingredients in the implant. One of ordinary skill familiar with this art could readily 
determine suitable molecular weights through routine or manipulative experimentation to obtain 
optimal results, as molecular weights are indeed variable parameters within the art 

Next, Applicant argued with regards to the rejection of claims 1-6, 8-12 and 20 over 
Healy stating, "Healy does not teach or suggest a coating containing a biodegradable polymer, 
where the biodegradable polymer has a mean molecular weight of 100 kDa or less, as recited in 
amended claim 1". 
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This argument was not persuasive since Applicants have not demonstrated any unusual 
and/or unexpected results attributable to the instantly claimed molecular weight range. A skilled 
artisan within the art could determine suitable amounts. 

Lastly, Applicant stated that new claim 60 is directed to an implant comprising a base 
material that is not biodegradable. Applicant states that "neither Arm, nor Eitenmuller nor Healy 
teach or suggest an implant comprising a base material that is not biodegradable." 

This argument was not persuasive. New claims 60-63 have been rejected over Arm et al 
( c 859) in view of Bates et al ('951). The teachings of Arm et al are delineated above. Arm et 
al do not explicitly teach non-biodegradable polymer films. Bates et al is relied upon to 
remedy this deficiency of Arm et al, by explicitly teaching implants comprising base materials 
that are either biodegradable or non-biodegradable. Suitable base materials include stainless 
steel, titanium, gold, platinum, silver or other biocompatible metals, or alloys of any of these (see 
Bates et al column 9, lines 30-58). The prior art clearly teaches medical implants incorporating 
the same components, used for the same field of endeavor and to treat the same problems, as that 
desired by Applicants. Therefore, the instant invention, when taken as a whole, would have been 
prima facie obvious to one of ordinary skill in the art at the time the invention was made. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Humera N. Sheikh whose telephone number is (571) 272-0604. 
The examiner can normally be reached on Monday through Friday from 8:00A.M. to 5:30P.M., 
alternate Fridays off 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page, can be reached on (571) 272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-1235. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
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applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto. gov . Should you have any questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



oft) 



H. N. Sheikh 
Patent Examiner 
Art Unit 1615 
December 23, 2004 




